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ABSTRACT 
The conclusions of the European Food Safety Authority (EFSA) following the peer review of the initial risk 
assessment carried out by the competent authority of the rapporteur Member State France, for the pesticide 
active substance oryzalin are  reported. The context of the peer review  was that requested by the European 
Commission following the submission and evaluation of confirmatory mammalian toxicology and ecotoxicology 
data. The conclusions were reached on the basis of the evaluation of the representative use of oryzalin as a 
herbicide on grape vines.  A concern has been identified as regards the assessment of the toxicological relevance 
of some impurities, which could not be finalised based on the data available.   
© European Food Safety Authority, 2013 
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SUMMARY 
Oryzalin was included in Annex I to Directive 91/414/EEC on 1 June 2011 by Commission Directive 
2011/27/EU,  and  has  been  deemed  to  be  approved  under  Regulation  (EC)  No  1107/2009,  in 
accordance  with  Commission  Implementing  Regulation  (EU)  No  540/2011,  as  amended  by 
Commission Implementing Regulation (EU) No 541/2011.  It was a specific provision of the approval 
that  the  notifier  was  required  to  submit  to  the  European  Commission  further  studies  on  the 
specification of the technical material, including information on the relevance of the impurities, and on 
the relevance of the test material used in the toxicity dossiers in view of the specification of the 
technical material by 1 December 2011. 
In  accordance  with  the  specific  provision,  the  notifier,  Dow  Agrosciences,  submitted  an  updated 
dossier in November 2011, which was evaluated by the designated RMS, France, in the form of an 
Addendum to the Draft Assessment Report.  In compliance with the Guidance Document SANCO 
5634/2009 rev. 4.5, the RMS distributed the Addendum to Member States, the notifier and the EFSA 
for comments on 14 June 2012.  The RMS collated all comments in the format of a Reporting Table, 
which was submitted to the European Commission in September 2012. 
Following  consideration  of  the  comments  received,  the  Commission  requested  EFSA  to  provide 
scientific and technical assistance and to deliver its conclusions on those issues where different views 
had been expressed in the commenting (i.e. in relation to the confirmatory data submitted with regard 
to the specification of the technical material, including information on the relevance of the impurities, 
and on the relevance of the test material used in the toxicity dossiers in view of the specification of the 
technical material). 
In  the  mammalian toxicology  section,  the  assessment  of the  toxicological relevance  of impurities 
cannot be concluded based on the data available. No critical area of concern is identified since it has 
been  demonstrated  that  the  batches  used  in  the  toxicological  studies  were  representative  of  the 
technical specification.  
The batches used in the ecotoxicological studies were considered as representative of the technical 
specification. 
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BACKGROUND 
Oryzalin was included in Annex I to Directive 91/414/EEC on 1 June 2011 by Commission Directive 
2011/27/EU
3, and has been deemed to be approved under Regulation (EC) No 1107/20 09
4, in 
accordance  with  Commission  Implementing  Regulation  (EU)  No  540/2011
5,  as  amended  by 
Commission Implementing Regulation (EU) No 541/2011
6.  EFSA previously finalised a Conclusion 
on this active substance on 6 August 2010 in the EFSA Journal 2010;8(9):1707 (EFSA, 2010). 
It was a specific provision of the approval that the notifier was required to submit to the  European 
Commission further studies on the specification of the technical material, including information on the 
relevance of the impurities, and on the relevance of the test material used in the toxicity dossiers in 
view of the specification of the technical material by 1 December 2011. 
In accordance with the specific provision, the notifier,  Dow Agrosciences, submitted an updated 
dossier in November 2011, which was evaluated by the designated  rapporteur Member State (RMS), 
France, in the form of an Addendum to the  Draft Assessment Report (France, 2012).  In compliance 
with the Guidance Document SANCO 5634/2009 rev. 4.5 (European Commission, 2011), the RMS 
distributed the Addendum to the Member States, the notifier and the EFSA for comments on 14 June 
2012.  The RMS collated all comments in the format of a Reporting Table, which was submitted to the 
European Commission in September 2012. 
Following consideration of the comments received,  the Commission requested EFSA to provide 
scientific and technical assistance and to deliver its conclusions on those issues where different views 
had been expressed in the commenting (i.e. in relation to the confirmatory data submitted with regard 
to the specification of the technical material, including information on the relevance of the impurities, 
and on the relevance of the test material used in the toxicity dossiers in view of the specification of the 
technical material). 
The Addendum and the Reporting Table were discussed at the Pesticides Peer Review Teleconference 
on ecotoxicology (Pesticides Peer Review Teleconference 95 ) in  July 2013.  Details of the issues 
discussed, together with the outcome of these discussions were recorded in the meeting report. 
A final consultation on the conclusions arising from the peer review took place with Member States 
via a written procedure in August 2013. 
The conclusions laid down in this report were reached on the basis of the peer review of the RMS’s 
evaluation of the confirmatory data submitted.  A key supporting document to this conclusion is the 
Peer Review Report, which is a compilation of the documentation developed to evaluate and address 
all issues raised in the peer review, from the compilation of comments in the Reporting Table to the 
conclusion. The Peer Review Report (EFSA, 2013) comprises the following documents: 
•  the Reporting Table,  
                                                       
3 Commission Directive 2011/27/EU of 4 March 2011 amending Council Directive 91/414/EEC to include oryzalin as 
active substance and amending Decision 2008/934/EC. OJ No L 60, 5.3.2011, p. 12–16. 
4 Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing 
of plant protection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC. OJ No L 309, 
24.11.2009, p. 1-50. 
5 Commission Implementing Regulation (EU) No 540/2011 of 25 May 2011 implementing Regulation (EC) No 1107/2009 of 
the European Parliament and of the Council as regards the list of approved active substances. OJ L 153, 11.6.2011, p.1-186. 
6 Commission Implementing Regulation (EU) No 541/2011 of 1 June 2011 amending Implementing Regulation (EU) No 
540/2011 implementing Regulation (EC) No 1107/2009 of the European Parliament and of the Council as regards the list of 
approved active substances. OJ L 153, 11.6.2011, p.187-188. Peer Review of the pesticide risk assessment of confirmatory data submitted for the active 
substance oryzalin 
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•  the report of the scientific consultation with Member State experts (where relevant) 
•  the comments received on the draft EFSA conclusion. 
Given  the  importance  of  the  Peer  Review  Report,  this  document  is  considered  as  background 
document A to this conclusion. 
It is recommended that this conclusion report and its background document would not be accepted to 
support  any  registration  outside  the  EU  for  which  the  applicant  has  not  demonstrated  to  have 
regulatory access to the information on which this conclusion report is based. Peer Review of the pesticide risk assessment of confirmatory data submitted for the active 
substance oryzalin 
 
EFSA Journal 2013;11(8):3351    6 
THE ACTIVE SUBSTANCE AND THE FORMULATED PRODUCT 
Oryzalin is the ISO common name for 3,5-dinitro-N4,N4-dipropylsulfanilamide (IUPAC). 
The representative formulated product for the evaluation was ‘Surflan’ a suspension concentrate (SC) 
containing 480 g/l oryzalin.  
The representative uses evaluated comprise outdoor foliar spraying for the control of broadleaved and 
grass weeds in grape vines. Full details of the GAP can be found in the list of end points in Appendix 
A.  
CONCLUSIONS OF THE EVALUATION 
The  notifier  Dow  Agrosciences  has  submitted  additional  information  regarding  confirmatory  data 
requested on: 
 
1.  The  specification  of  the  technical  material,  as  commercially  manufactured,  by  appropriate 
analytical data, including information on the relevance of the impurities, which, for confidentiality 
reasons, are referred to as impurities 2, 6, 7, 9, 10, 11, 12;  
2.  The relevance of the test material used in the toxicity dossiers in view of the specification of the 
technical material. 
The assessment of the information was presented in the confirmatory data Addendum (France, 2012).  
1.  Mammalian toxicity 
With regard to the technical specification, the impurities toluene and N-nitrosodipropylamine were 
considered  toxicologically  relevant  but  not  of  concern  at  the  proposed  levels  (EFSA,  2010).  The 
maximum levels for toluene (4 g/kg) and N-nitrosodipropylamine (0.1 mg/kg) are still supported.   
A new Ames test with a batch created by spiking the impurities 2, 6, 7, 9, 10, 11 and 12 to the 
specification limits gave negative results. Taking into account the impurity profile of the toxicological 
batches, including the new Ames test, it can be concluded that the impurities have been adequately 
tested and therefore the batches used in the toxicological studies can be considered as representative of 
the technical specification. 
Concerning the toxicological relevance of the impurities 2, 6, 7, 9, 10, 11 and 12, a QSAR analysis 
(TOPKAT and DEREK) was provided, which gave equivocal results for impurities 6, 7, 9 and 12.  
Although  no  concerns  were  raised  in  the  new  Ames  test  at  the  level  proposed  in  the  technical 
specification, it was questioned whether the amount of each impurity was high enough to adequately 
investigate the mutagenic potential of a specific impurity present in a low level. Therefore the (non) 
toxicological relevance of these impurities in the technical specification cannot be concluded. 
2.  Ecotoxicology 
Limited information was available regarding the composition (i.e. impurities) of the test batches used 
in the ecotoxicological studies, therefore the specification was not considered to be covered by these 
studies without further considerations. A worst case calculation assuming that all the impurities were 
100 times more toxic than the parent substance was made available with the confirmatory data. This 
calculation indicated that the toxicity of the specification could theoretically be increased by a factor 
of about 5. In addition, a new study on  Lemna gibba was available using a batch for which the 
composition was considered to be close to the specification. The results of this study indicated no 
increased toxicity on Lemna, the most sensitive aquatic test species. The issue whether this assessment Peer Review of the pesticide risk assessment of confirmatory data submitted for the active 
substance oryzalin 
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was  considered  to  be  sufficient  to  draw  a  conclusion  regarding  the  representativeness  of  the 
ecotoxicological data was discussed at the Pesticides Peer Review Teleconference 95 (17 July 2013). 
The  experts  considered  that  the  calculation,  on  which  the  increased  toxicity  was  concluded  (see 
above), was worst case and that the mode of action of the active substance is known to be herbicidal. 
Considering  this,  together  with  the  available  assessments  on  Lemna,  the  experts  agreed  that  the 
batches  used  in  the  ecotoxicological  studies  can  be  considered  as  representative  of  the  technical 
specification. It was additionally noted that the batches used in the ecotoxicological studies had a 
relatively high content of active substance (hence low content of impurities). Peer Review of the pesticide risk assessment of confirmatory data submitted for the active 
substance oryzalin 
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Concerns 
1.  Issues that could not be finalised 
An  issue  is  listed  as  an  issue  that  could  not  be  finalised  where  there  is  not  enough  information 
available to perform an assessment, even at the lowest tier level, for the representative uses in line 
with the Uniform Principles of Annex VI to Directive 91/414/EEC and where the issue is of such 
importance that it could, when finalised, become a concern (which would also be listed as a critical 
area of concern if it is of relevance to all representative uses). 
1.  Toxicological relevance of the impurities 2, 6, 7, 9, 10, 11 and 12 can not be concluded. 
2.  Critical areas of concern 
An issue is listed as a critical area of concern where there is enough information available to perform 
an assessment for the representative uses in line with the Uniform Principles of Annex VI to Directive 
91/414/EEC,  and  where  this  assessment  does  not  permit  to  conclude  that  for  at  least  one  of  the 
representative uses it may be expected that a plant protection product containing the active substance 
will not have any harmful effect on human or animal health or on groundwater or any unacceptable 
influence on the environment.   
An issue is also listed as a critical area of concern where the assessment at a higher tier level could not 
be finalised due to a lack of information, and where the assessment performed at the lower tier level 
does not permit to conclude that for at least one of the representative uses it may be expected that a 
plant protection product containing the active substance will not have any harmful effect on human or 
animal health or on groundwater or any unacceptable influence on the environment. 
No critical areas of concern were identified. 
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APPENDICES 
APPENDIX A – LIST OF END POINTS FOR THE ACTIVE SUBSTANCE AND THE REPRESENTATIVE FORMULATION 
Summary of representative uses evaluated (Oryzalin) 
 
 
 
Crop and/or 
situation 
 
(a) 
 
Member 
State  
or  
Country 
 
Product 
Name 
 
F 
G 
or 
I 
(b) 
 
Pests or Group of 
pests controlled 
 
(c) 
 
Formulation 
 
Application 
 
Application rate per treatment 
 
 
PHI 
(days) 
 
 
(l) 
 
 
Remarks 
 
 
 
(m) 
Type 
 
(d-f) 
Conc. 
of a.s. 
(i) 
Method 
Kind 
(f-h) 
Growth stage & 
season 
(j) 
Number 
min max  
(k) 
Interval 
between  
apps. (min)  
kg 
a.s./hL 
min/max 
water 
(L/ha)  
min/max 
kg a.s./ha 
  
min/max 
Wine grapes 
Table grapes 
EU  Surflan 
(FN-7153) 
F  Weeds 
Broadleaved and 
grasses 
SC  480  Pre-
emergence of 
the weeds  
BBCH00 
to BBCH71 
(January to June) 
1  -  0.5 - 2  150-400  1.5  >60  Current  practice  is  one 
banded application under the 
row at 3 kg /ha of oryzalin, 
the  banded  application 
represents 30 to 50 % of the 
total field surface. 
 
 
(a)  For  crops, the EU and Codex classifications (both) should be taken into account; where relevant, the use 
situation should be described (e.g. fumigation of a structure) 
(b) Outdoor or field use (F), greenhouse application (G) or indoor application (I) 
(c)  e.g. biting and suckling insects, soil born insects, foliar fungi, weeds 
(d) e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) 
(e)  GCPF Codes - GIFAP Technical Monograph No 2, 1989 
(f)  All abbreviations used must be explained 
(g) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 
(h) Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plant- type of equipment used 
must be indicated 
(i)  g/kg or g/L. Normally the rate should be given for the active substance (according to ISO) and not 
for the variant in order to compare the rate for same active substances used in different variants 
(e.g.  fluoroxypyr).  In  certain  cases,  where  only  one  variant  is  synthesised,  it  is  more 
appropriate to give the rate for the variant (e.g. benthiavalicarb-isopropyl). 
(j)  Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, 
ISBN 3-8263-3152-4), including where relevant, information on season at time of application 
(k)  Indicate the minimum and maximum number of application possible under practical conditions of 
use 
(l)  The values should be given in g or kg whatever gives the more manageable number (e.g. 200 kg/ha 
instead of 200 000 g/ha or 12.5 g/ha instead of 0.0125 kg/ha 
(m)  PHI - minimum pre-harvest interval 
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APPENDIX B – USED COMPOUND CODE(S) 
Code/Trivial name  Chemical name*  Structural formula* 
N-nitrosodipropylamine  N-nitroso-N-propylpropan-1-amine 
CH3
C H3
N
N O  
*  ACD/ChemSketch,  Advanced  Chemistry  Development,  Inc.,  ACD/Labs  Release:  12.00  Product  version:   
12.00 (Build 29305, 25 Nov 2008) 
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ABBREVIATIONS 
DEREK  Deductive Estimation of Risk from Existing Knowledge 
EFSA  European Food Safety Authority 
EU  European Union 
g  gram 
GAP  good agricultural practice 
ha  hectare 
hL  hectolitre 
IUPAC  International Union of Pure and Applied Chemistry 
kg  kilogram 
L  litre 
PHI  pre-harvest interval 
QSAR  quantitative structure-activity relationship 
RMS  rapporteur Member State 
SC  suspension concentrate 
TOPKAT  Toxicity Prediction by Komputer Assisted Technology 
 